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replicate within brain capillary epithelium, per-
haps accounting for the propensity of this
organism for causing cerebral abscesses.’
However, including this case, this complica-
tion appears to be confined to late onset
disease, with possible explanations being the
early use of antibiotics, and absence of a
putative virulence factor.'

The combination of cefotaxime and an
aminoglycoside is recommended for neonatal
Gram negative meningitis, but CSF concen-
trations of gentamicin may only be mar-
ginally above the minimum bactericidal
concentration of Gram negative organisms.*
Ciprofloxacin has been shown to be effective
in Gram negative meningitis, and should be
considered in the treatment of this condition.”
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Recruitment failure in early
neonatal research

Rates of neurodevelopmental handicap are
high among extremely low birthweight sur-
vivors, and the first 48 postnatal hours
probably give the greatest opportunity for
preventing damage. However, at this time,
families are in turmoil and may have dif-
ficulty in coming to terms with a small baby
in intensive care. We recently had to abandon
an observational, non-invasive study because
of practical difficulties arising from the new
Research Governance Framework,' and we
would like to share this experience, and its
implications, with the research community.
We needed parental consent for the study,
which had local research ethics committee
approval. Babies had to be < 1500 g birth
weight, > 25 weeks gestation, < 48 hours
old, ventilated, with an arterial line, and no
prior intervention for circulatory compro-
mise. The last two requirements meant that,
in reality, babies had to be recruited within
the first 12 hours. A non-invasive measure-
ment of peripheral oxygen consumption® was
to be made regularly over 24 hours. We
aimed to recruit 50 babies over two years.
When an eligible baby was admitted, the
parent(s) were given further information before
consent was sought a minimum of four hours
later. Postnatal recruitment proved difficult.
The need to give parents time to consider
their decision meant that the opportunity for
starting the study was often missed because
of changes in the baby’s clinical condition.
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With additional local research ethics com-
mittee permission, we tried to recruit women
at high risk of delivering before term from
25 weeks gestation. The consent process was
more complex in this group, as the explanation
had to include information about standard
neonatal care and procedures. Parents in this
group were given 24 hours to come to a decision.

Figure 1 shows that, of 28 eligible babies,
only five were recruited. Eight out of nine
mothers approached antenatally gave consent,
but only two of their babies were studied,
as three did not meet the entry criteria and
the other three were born elsewhere.

What went wrong? Since the Griffiths
report,” the emphasis has been on obtaining
fully informed parental consent, and the
research team has to ensure that the parents
thoroughly understand the research and its
implications. Research where parents signed
consent forms, but later claimed that they did
not understand the research, was heavily criti-
cised.” Consequently researchers are reluctant
to approach parents who are in any way
distressed, because of the difficulty in ensur-
ing valid consent. If it is important for early
neonatal research to continue, we urgently
need agreement on a sensitive, humane, and
realistic framework that is acceptable to both
parents and clinical researchers alike.
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Gestational age in the literature

In neonatology, the correct gestational age
(GA) is extremely important, as the viability
and survival of the premature baby depend
on it. A difference of a few hours or a day can
have a substantial impact on the survival and
long term morbidity of premature babies.
Doctors are trained to report the GA of a
premature baby in exact days—for example,
26" (GA = 26 completed weeks and
4 days). Reporting the GA in this format
helps in understanding and assessing the
postnatal and maturational age of premature
babies. One would therefore expect GA to be
reported exactly in the literature, especially in
articles, studies, and trials dealing with
survival and morbidity in premature babies.
In fact, descriptions of GA are extremely
ambiguous in most articles. An example of
this ambiguity is survival at 26 weeks GA is
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